I'OCYJIAPCTBEHHBIA KOMHUTET JI3SAPKAYHBI KAMITOT

IO CTAHJAPTHU3AIINU ITA CTAHIAPTBI3AIBII
PECIIYBJIMKHA BEJIAPYCh POCITYBJIIKI BEJIAPYCh

CEPTUDOUKAT .
Ob YTBEPKJIEHHNU TUITA CPEJCTBA U3MEPEHUU

(:[B Ne 12528 ot 30 ampensg 2019 1.

Cpox geiictBus no 30 ampens 2024 T.

Cpoxk me#icTBuS TIpoyieH

HaumeHoBanue u 0003HaueHYE TUIA CPENICTBA U3IMEPECHUN!
AHaJu3aTopsl rNIMKHpoBaHHOro remorsioouHa Clover Alc

IIponusBoguTens:
«OSANG Healthcare Co., Ltd.», Pecmy6siuxa Kopest

MecToHax0xXaeHue HpOI/I3BOI[CTBCHHOI‘/JI IuIoIIa K| (HpOI/IBBO,HCTBeHHBIX HJ'IOI.HB.JIOK)Z -

Mertonuka OBEpKU:
MPB MII.2399-2014 «Cucrema oGecnieyeHusi exmHcTBa m3MepeHuil Pecnyonukn Benapych.

AHaJIM3aTOPHI ININKHPOBaHHOTo remoryoduna Clover Alc. MeToauka nmoBepKw» B peIaKINU
¢ u3MeHeHHeM Ne 2

WHuTepBan BpeMeHU MeXKIy FOCyJapCTBEHHBIMHU IOBEpKaMu: 12 Mecsines

Tun  cpexcrBa  U3MEpeHUR  yTBEPXKICH pemieHHeM HaydyHO-TEXHUUECKOH  KOMHUCCHU
10 METPOJIOrUk ['OCyapcTBEHHOrO KOMHUTETa IO CTaHmapTusanuu PecmyOmuku bemapychk
o1 30.04.2019 Ne 04-19.

CpelcTBa M3MEPEHMH NAaHHOIO THIA CPEICTBA H3MEPEHMH, NMPOW3BOIUMEIE B IEPUOJ CPOKa
JeUCTBUA NaHHOIO cepTuduKaTa 00 YTBEP)KICHWU THUIA CPEJICTBA M3MEPEHMUM, pa3permaroTcs
K IpUMEHEHUI0 Ha Teppuropun PecrmyOnmku bemapych B COOTBETCTBMM C IpHJIaraeMbIM
OIKCaHueEM THUIIa cpelcTBa usMmepenuit (¢ 07.08.2026 meiicTByeT B pefakimu ¢ u3MeHeHnem Ne 1,

YTBEPKICHHBIM [TI0CTAHOBICHUEM FocyﬂapCTBeHﬂoro KOMUTETA [10 cTaHAapTu3anuu Pecry6nuku
benapycs ot 07.08.2026 No 85y

3amecrturens [pence Ny ﬂ ‘ N.A Kucnenko
! F 5 VAVA" "J‘_f

(vHUOWANE, GaMuITes)

D Tlpomren mo 12.04.2029 mocTaHOBIeHHeM I OCYIApCTBEHHONO KOMHMTETA IIO CTaHapTH3aI1H
PeciyOmuxu bBenapycs ot 12.04.2024 Neo 29.




ITpunoxeHue K cepTUhUKATY
00 yTBEpKICHUH TUIIA
CpeaCcTBa U3MEPEHUI

or_F L% 2042 r. Ne ZL5AF

OIIMCAHUME TUITA CPEACTBA N3MEPEHUI
(B pemaximu ¢ u3MerenueM Ne | o1 O Z LFAAL5))

HauMenoBaHue 1 0603HaUCHUE THIIA CPEACTBA U3MEPEHHUIA:
AHanu3aTopEl NTUKUpOBaHHOTO reMorioduna Clover Alc

HaumeHoBaHUe TUIIA CPEACTBA U3MEPEHUII:
AHanu3aTOphl ITUKUPOBAHHOTO FeMOrI00MHA

O6o3nauyeHue Tuma cpeactsa usmepenuii: Clover Alc

Hasnauenue: :

Amnanuzarops!l rimkupoBanHoro remorinobuna Clover Alc (mamee — aHanMu3aTOpEI)
IpeaHasHaueHbl Ui W3MEpPEeHMil TIMMKUPOBAHHOIO TIeMOIJo0MHAa KaK B ICIBHOM
KaUWUISIPHOM, TaK ¥ B BEHO3HOM KPOBH.

Omnucanue:

B amamuzatope TIPUMEHSAETCS CIEKTPO(YOTOMETPUUECKUI METOM  ONpPEAC/ICHUS
KOHIeHTpanuii remornoduna Alc. J[ng paboTel aHAIU3aTOPOB HCIOJIB3YIOTCS TECTOBBIC
KapTPUIKU.

TecroBenit kaptpumk Clover Alc cocToUT M3 KacCeTHONM M peareHTHOH dacTy,
cofieprkamieil HeoOXOMMBIE PEareHTHl JIUIS ONpeNeNICHNs INIMKUPOBAHHOIO I'eMOITIO0MHA,
CO CIEIUAIBHON «HOTO#» /it 3a00pa KPOBH.

PeareHTHbIH 6/10K B KapTpUIKe HATIONHEH PEaKIIMOHHEIM PaCTBOPOM U IIPOMBIBOYHBIM
pacTBOpoM. PeakIMOHHBIN pacTBOP CONEPIKUT AareHTBl, KOTOpBIE TIE€MOJU3UPYIOT
OPUTPOIATEI, ¥ OOPOHATHYIO CMOIY, KOTOpas CBA3BIBAETCS LIUC-AMOIAMU TNTIHKUPOBAHHOTO
reMoryioouHa.

OG6paserr KpoBu 00beMOM 4 MKJT 3a0HpaeTcs IPU MOMOILH CIELHUAIEHOR «HOTU» B OJIOK
C peareHTOM, 3aT€M pPEareHTHBI OJIOK COENMHAETCS C KacCeToil, B KOTOPOH KpOBB
HE3aMeUIUTEIILHO JTU3UPYETCsl, 0CBOOOXKAas reMoriIoOnH, ¥ OOpOHATHAA CMOJa CBSI3bIBACT
TJIMKUPOBAHHBIM reMOTIIO0NH.

CoOpaHHBII U3 ABYX BBILIE YKa3aHHBIX OJIOKOB KapTPUIPK BCTABIISIETCS B aHATU3ATOP.
Jlamee B aHaNM3aTOpe CMeCh 00pasiia KPOBU aBTOMATHYECKH IIOAAETCA B M3MEPUTEIBHYIO
30HYy KapTpuIKa, T/ie Py “3MepsieTcs 00Iee KOIUIecTBO reMorio0uHa B 00pasiie KpOBU.

3aTeM KapTPUIXK CaM aBTOMATHUCCKM IIOBOPAauYMBACTCS TakuM 00pa3soM, UYTOOBI
IIPOMBIBOYHEIM PAaCTBOP CMBUI HETJIMKUPOBAaHHBIM reMoryioOuH u3 obpasia KpoBH. Takum
00pa3oM, KONWYECTBO ITMKHUPOBAHHOIO TIeMOINIOOMHA MOXKET OBITh  M3MEPEHO
(GoToMeTprUecKkr. BBIYMCIIETCS COOTHOIICHHWE TIJIMKMPOBAHHOIO TIEMOITIOOMHA IO
OTHOIICHMIO K 00IIIEMY KOIMYECTBY reMoriobuHa B o6pasue KposHu. Ha sxpane ananusaTopa
MOSIBIISIETCA pe3yJIbTaT U3MEPEHUH.

JlaTa M3roToBIEHUS (I€HB, MECSIl U TOJ) aHAIM3ATOPOB yKa3aHa Ha MapKMPOBOUHOM
TadIuuKe.



O0s3aTenbHBIE MCTPOJIOTUUCCKUC Tpe6OBaHI/IﬂZ IIpEACTABJICHEL B Tabnuie 1.

Tabmuua 1

HaumMeHoBanue 3HaueHne
Jrnanazon u3aMepeHuit ranHpOBaﬁHorQ reMorsioduna, % ot 4,0 1o 14,0
[Ipemen momyckaeMOro OTHOCHTEIBHOIO CPENHEr0 KBaApaTHUECKOIrO 3
OTKJIOHEHUA NTPY U3MEPEHUH IIMKMPOBAHHOTO reMornobuna, %

OCHOBHBEIE TEXHUYECKHME XapaKTCPUCTUKM W  METPOIOTMYECKHE  XapaKTEPHUCTHUKHU,
HE OTHOCAIIMECS K 0OS3aTENbHBIM METPOJIOTMYECKUM TpeOOBaHUAM: IIPEJICTABIICHEI
B Tabiuie 2.

Tabmuma 2
HaumeHnoBanue 3HaueHue

HoMuHAIBHEL 005eM IPOOEI, MKII 4
HoMuHanpHas VIIJ'II/ITGYJV'IBHOCTB aHaJIN3a, MUH 5
HoMmuHansHas pabodast JTHHA BOTHEL HM 415
Jranason TeMIepaTyphl OKPYIKArOMIEro Bo3Ayxa mpy okcruryatanuu, °C | ot 17 mo 27
JManasoH TeMIIEpaTyphl OKPYKarOLIero Boég)fxa py XpaneHuw, °C ot 10 no 35
I'aGapuTHBIE pa3Mepsl, MM, He Goriee 200x200x139
Macca, r, HE 6osee ’ 1,4
[TapameTprl 27IEKTPOMUTAHUS

HOMUHAJIBHOE HAINpsOKeHUE muTanus, B 9

HOMMHAJIBHEIM TOK MOTpeOeHus, A 1,5
HOTpe6nﬂeMa;i MOILHOCTB, B-A; He Gonee 50

KommektHOCTB: pencTaBieHa B Tadbnuie 3.
Tabnuna 3

HaumenoBanue KonuuecTtBo

AHanu3aTop NIMKUpoBaHHOro remornobuna Clover Alc -1
AJiantep nuTAHS " ‘ B
ExenHeBHbIH TeCTOBLIﬁ KapTPUDK
ExxeMecsuHbIi TECTOBBIIA KaprﬁmK*
OMIBTP BO3AYIIHBINY -
VYmakoBka*

VHCTPYKIMS IO IPUMEHEHUIO

*He npenocTapisercs B HO‘Be-vay

N UG R U

MecTo HaHeceHUs 3HaKa YTBEP)KICHHUS THITAa CPEACTBA U3MEPEHUMH:
3HaK YTBEPXKACHUS THUMA CpPEACTBA M3MEPEHHUN HAHOCUTCS Ha TUTYJIBHBIA JIHMCT
HUHCTPYKIMU IO IPUMEHEHHIO.

Meronnka NOBEpKU:

MPBb MII1.2399-2014 «Cucrema obecreueHus eauHCTBa u3MepeHuid PecmyOnmku
benapyce. AnanuzaTopsl rukupoBaHHoro remorioduna Clover Alc. Metoauka moBepKu»
B peIaKIUU ¢ U3MeHeHUuEM Ne 2,



Crenenust 0 METOAUKAX (METOaX) U3MEPEHU:
MeTtoauku (METOIbI) U3MEPEHUH, TPUMEHIEMbIE COBMECTHO CO CPEACTBOM U3MEPEHMIA,
MIPOU3BOJIUTENIECM HE YCTAHOBJICHBL.

HopmaTuBHBIE MpaBOBBIE aKThI, B TOM YKcie 00sS3aTeNbHbIE s COOMIONCHN TEXHUYECKUE
HOpPMAaTHBHEIE TPABOBEIC aKTHl, TEXHUYECKHE HOPMATHUBHBIE IPABOBHIE aKTHl B 001acTH
TEXHHYECKOT'0 HOPMHUPOBAHUSA M CTaHAAPTU3AIMH, JOKYMEHTHl B 00JACTH TEXHUUYECKOIO
HOPMUPOBAHUSI U CTAHAAPTU3ALUUA, HE SBISIFOLIIMECS TEXHUYECKUMU HOPMATUBHBIMU
IIPaBOBBIMU aKTaMH, JOKYMEHTAIIUS IPOU3BOUTENS, yCTaHABIUBAIOIIME TPEOOBAHMS K THITY
CpELICTBAa U3MEPEHUH:

TeXHUYECKass  JOKyMeHTauus  (MHCTpykuus 1o  npumeHeHuto) «OSANG
Healthcare Co., Ltd.», Pecry6nuka Kopes.

VnenTudukanus mporpaMMHOro obecriedenus: peacTaBieHa B Tabaule 4.
Tabmna 4
- Unentudukanmonnoe Haumenosarnue 110 Homep Bepcun (MaeHTHOUKAIIOHHBIA HOMED)

- He gxke 1.204

[IpousBoauTEnb:
- «OSANG Healthcare Co., Ltd.», Pecniybnuka Kopes
132, Anyangcheondong-ro, Dongan-gu
Anyang-si, Gyeonggi-do, Republic of Korea (14040)

HNudopmanus 06 sK3eMIUIsSIpax CPEACTB U3MEPEHUM, Ha KOTOPHIX MPOBOIMINCH UCIIBITAHUS:
IIpecTaBiIeHa B Ta0uuIe 5.

Ta6nuua 5

OO0o3HayeHue TUIIA CPEJICTBA U3MEPEHU 3aBO/ICKO} HOMEp ["om Wiv ata M3roTOBJICHHUS

Clover Alc HO1A16|1900241 | 19.09.2016

3aKIIOUEHNEe O COOTBETCTBUM YTBEPKISCHHOTO THUIA CPEICTBA HU3MEPEeHUH TpeOOoBaHUAM
HOPMATHUBHEIX ITPAaBOBBIX aKTOB, B TOM YHCIIe 0053aTENBHBIM A COOMIONEHUS TEXHUIECKUM
HOPMAaTHUBHBIM MIPABOBBIM aKTaM, TEXHUYECKUM HOPMATUBHBIM IIPABOBBIM aKTaM B 00JIacTH
TEXHHUYECKOT0 HOPMHUPOBAHUS M CTaHAAPTU3AIUM, JOKYMEHTaM B 00JaCTH TEXHUUYECKOIO
HOPMHUPOBaHUA M CTaHAAPTU3ALUH, HE SBISIOIIMMCS TEXHUYECKUMH HOPMATUBHBIMU
TIPAaBOBEIMU aKTAMH, JTOKYMEHTAIIUH TIPOU3BOIUTEIIS: '

AHanu3aTopsl IMUKUPOBaHHOTO remMoriioduHa Clover Alc COOTBETCTBYIOT TPeOOBAHMAM
TEXHUYIECKOH TOKYMEHTALIN (I/IHCprKIlI/IS{ o npumenennto) «OSANG Healthcare Co., Ltd.»,
Pecniy6nuka Kopes.. -

Tun cpencTBa B3MEPEHU OTHOCUTCS K KATErOpUH:

6.8 B COOTBETCTBUM C IIEPEYHEM KATETOPHH CPEACTB M3MEPEHUM, MPencTaBIIsIOMmIX
COBOKYITHOCTb  CpPEICTB  M3MCpPEHHI  OJMHAKOBOTO  HAa3HAYEHUS, IPUMEHSIEMEIX
IIpY U3MEPEHUIX B cPepe 3aKOHOAATENEHOM METPOTIOTHH, SK3EMILISIPBI YTBEPIKICHHOTO THUIIA
KOTOPHIX IIOUIEKAT TOCYIapCTBEHHO MOBEPKE C YCTAHOBJIEHHON B HEM MEPHOIUYHOCTEIO,
ONpeNleIECHHOM B IPUWIOKEHUM ~ K IIOCTAHOBJIEHUIO [ 0CyHapCTBEHHOIO - KOMHUTETa
no cragaaptuzaimu Pecriybnuku benapyces ot 20 anpens 2021 r. Ne 39.

(U]



YTOITHOMOYEHHOE IOPUAMYICCKOE JIMIIO, IIPOBOJMBILICE UCIBITAHUA B LCJIAX YTBECPIKICHUA
THIIa CPCACTBA H3Mep€HHﬁZ
PCCHY6HI/IKaHCKOC YHHUTApHOEC IIPCANPUATHC

urctutyT Metponorumy (benl IM)
Pecny6nuxa Benapyce, 220053, r. Munck, CTapoBHIEHCKMH TpakT, 93

Tenedpon: +375 17 374-55-01
daxc: +375 17 244-99-38
e-mail: info@belgim.by

«bemopycckuit  ToCyHapCTBEHHEIH

[punoxenue: 1. ®otorpaduu obIIero Buja CPeACTB U3MEPEHNUH Ha 1 uCTe.
2. CxeMa (PHCYHOK) ¢ yKazaHHEM MeCTa JJIs HaHECCHHUs 3HaKa IOBEPKH

CpelCcTB U3MepeHuit Ha 1 mucre.
3.Tlepeuens MoauuKANMi ¥ HCIONHEHWH CPEICTB H3MEPCHHH

Ha 1 nucre.

JHupexrop benl UM M" A B. Kazauok



[Ipunoxenne 1
(oGs3arenpHOE)
@otorpadun o0Iero BUa CpeICTB UIMEPEHHU

Pucynoxk 1.1 — @ororpadus obmiero Bua aHaIM3aTOpPOB TIIUKAPOBAHHOTO
remornobuna Clover Alc
(1300pakeHU HOCSIT WILTFOCTPATUBHBIN XapakTep)

B — - e = P ——

Pucynox 1.2 — O6pa3zers MapKUpOBKU aHAIM3ATOPOB TTIUKUPOBAHHOTO
remoriobuna Clover Alc
(m300parkeHre HOCUT WUTIOCTPATUBHEIN XapaKkTep)



IIpunoxenue 2
(oGs3aTenpHOE)
CxeMa (pHCYHOK) C yKazaHHeM MecTa ISl HAHeCEHUs 3HaKa IMOBEPKHU CPEIICTB U3MEPEHHI

MecTo [T HAHECEHWS 3HAKA
MOBEPKHU CPESACTB H3MEPESHHIH

Pucynok 2.1 — Cxema (pUCyHOK) ¢ yKa3aHHUEM MeCTa /Uil HAaHECEHUS 3HaKa TIOBEPKU
CPEICTB U3MEPEHUIN



[Tpunoxenue 3
(o0s13aTENBHOE)
ITepevens MOAMGUKALMI U HCIIONHEHUHI CPENCTB U3MEPEHUT

Moudukany 1 UCIIOTHEHUS OTCYTCTBYIOT.



